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Title  42 — Public  Health 

CHAPTER  1— PUBLIC  HEALTH  SER- 
VICE,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

PART  121— NATIONAL  GUIDELINES 
FOR  HEALTH  PLANNING 

National  Guidelines  for  Health 
Planning 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Final  rules. 

SUMMARY:  These  rules  establish, 
pursuant  to  section  1501  of  the  I*ublic 
Health  Service  Act,  National  Guide¬ 
lines  for  Health  Planning  with  respect 
to  the  following  types  of  health  ser¬ 
vices  and  facilities:  General  hospital 
beds,  obstetrical  inpatient  services, 
neonatal  special  care  units,  pediatric 
inpatient  services,  open  heart  surgery, 
cardiac  catheterization,  radiation  ther¬ 
apy,  computed  tomographic  scanners, 
and  end-stage  renal  disease. 

A  purpose  of  these  guidelines  is  to 
assist  Health  Systems  Agencies  in  de¬ 
veloping  Health  Systems  Plans  and  to 
help  clarify  and  coordinate  national 
health  policy.  These  guidelines  will  be 
followed  by  other  issuances  setting 
forth  national  health  planning  goals 
and  additional  standards  addressing 
such  issues  as  improvement  of  health- 
stattis,  health  promotion  and  disease 
prevention,  access  to  care,  and  the 
availability  and  distribution  of  health 
resources. 

EFFECTIVE  DATE:  March  28,  1978. 

All  Health  Systems  Plans  developed 
after  December  31,  1978  must  be  con¬ 
sistent  with  the  National  Guidelines 
for  Health  Planning  set  out  below. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Daniel  I.  Zwick,  Associate  Adminis¬ 
trator  for  Planning,  Evaluation  and 
Legislation,  Health  Resources  Ad¬ 
ministration,  Room  10-22,  3700  East- 
West  Highway,  Hyattsville,  Md. 
20782,  301-436-7270. 

SUPPLEMENTARY  INFORMATION: 
The  standards  established  here  have 
twice  been  revised  in  response  to 
public  comment.  A  notice  of  proposed 
rulemaking  was  issued  on  September 
23,  1977  (42  FR  48502  et  seq.),  revised 
in  response  to  public  comment  and 
published  as  a  second  notice  on  Janu¬ 
ary  20,  1978  (43  FR  3056  et  seq.).  In  re¬ 
sponse  to  public  comments  on  the 
second  notice,  the  Guidelines  have 
been  revised  and  issued  in  final  form. 

A.  Overview 

Section  1501  of  the  Public  Health 
Service  Act,  as  amended  by  the  Na- 
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tional  Health  Planning  and  Resources 
Development  Act  of  1974  (Pub.  L.  93- 
641),  requires  the  Secretary  of  Health, 
Education,  and  Welfare  to  issue,  by 
regulation,  guidelines  concerning  na¬ 
tional  health  planning  policy.  The 
guidelines  are  to  include: 

(1)  Standards  respecting  the  appro¬ 
priate  supply,  distribution,  and  organi¬ 
zation  of  health  resources,  and 

(2)  A  statement  of  national  health 
planning  goals  developed  after  consid¬ 
eration  of  the  priorities  set  forth  in 
section  1502,  which  goals,  to  the  maxi¬ 
mum  extent  practicable,  shall  be  ex¬ 
pressed  in  quantitative  terms. 

The  purposes  of  the  National  Guide¬ 
lines  for  Health  Planning  are  to  help 
clarify  and  coordinate  national  health 
policy  and  to  assist  Health  Systems 
Agencies  (HSAs)  established  pursuant 
to  section  1512  of  the  Public  Health 
Service  Act  in  developing  required 
Health  Systems  Plans. 

On  January  20,  1978,  the  Secretary 
of  Health,  Education,  and  Welfare 
published  a  Notice  of  proposed  rule- 
making  (43  FR  3056  et  seq.)  proposing 
an  initial  set  of  National  (Guidelines 
for  Health  Planning.  The  proposal  was 
a  revised  version  of  material  published 
as  a  Notice  of  proposed  rulemaking  (42 
FR  45802  et  seq.)  on  September  23, 
1977.  Revisions  had  been  made  on  the 
basis  of  the  comments  received  in  re¬ 
sponse  to  the  first  Notice.  In  view  of 
the  widespread  interest  in  this  materi¬ 
al,  the  Secretary  decided  it  would  be 
desirable  to  provide  an  additional  30- 
day  period  for  public  review  and  com¬ 
ment. 

Over  a  period  of  time,  the  Depart¬ 
ment  will  issue  a  complete  set  of  Na¬ 
tional  Guidelines  which  will  include  a 
wide  range  of  goals  and  standards  as 
required  by  the  Act  and  subsequently 
will  revise  these  guidelines  from  time 
to  time  as  may  be  appropriate.  This 
first  issue  consists  of  resource  stan¬ 
dards  with  respect  to  nine  specific  cat¬ 
egories  of  health  services  and  facili¬ 
ties.  The  Department  will  soon  pro¬ 
pose  national  health  planning  goals 
relating  to  health  status,  health  pro¬ 
motion  and  prevention,  and  access  to 
care.  Additional  goals  and  standards 
will  be  issued  on  a  periodic  basis. 

The  focus  of  this  initial  statement  is 
on  the  short-term  opportunities  for 
cost  containment  and  quality  enhance¬ 
ment  in  the  institutional  sector.  As 
Congre.ss  noted  in  section  2(a)(4)  of 
Pub.  L.  93-641,  increases  in  the  cost  of 
health  care,  particularly  of  hospital 
stays,  have  been  uncontrollable  and 
Inflationary.  The  increases  in  hospital 
costs  are  absorbing  an  exaggerated 
share  of  available  resources.  Planning 
and  action  to  contain  such  increases 
are  essential  steps  to  preserve  re¬ 
sources  needed  to  achieve  other  health 
goals  and  to  make  possible  the 
achievement  of  the  statutory  aim  of 
the  Act,  viz.  equal  access  to  quality 
health  care  at  a  reasonable  cost. 
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Cost  savings  may  be  achieved  with¬ 
out  sacrificing  the  quality  of  or  access 
to  care  through  more  efficient  utiliza¬ 
tion  of  existing  resources  and  in¬ 
creased  emphases  on  ambulatory  and 
community  services.  Moreover,  limita¬ 
tions  of  certain  resources,  such  as 
open  heart  units,  can  lead  to  improve¬ 
ments  in  the  quality  of  care  while  at 
the  same  time  containing  costs. 

Section  1513(b)(2)  of  the  Act  calls 
upon  HSA’s,  in  the  development  of 
their  Health  Systems  Plans,  to  give 
"appropriate  consideration”  to  the  Na¬ 
tional  Guidelines  for  Health  Planning. 
Health  Systems  Plans  must  also  "take 
into  account”  and  be  "consistent  with” 
the  standards  respecting  the  supply, 
distribution,  and  organization  of 
health  resources. 

HSA’s  are  to  establish  goals  and  set 
forth  plans  which,  if  implemented, 
will  achieve  the  targets  set  within  five 
years.  All  plans  established  by  Health 
Systems  Agencies  after  December  31, 
1978  are  to  be  consistent  with  the 
Guidelines  as  set  forth  below. 

HSA’s  are  expected  to  use  the  quan¬ 
titative  standards  as  benchmarks 
against  which  to  assess  local  condi¬ 
tions  and  needs.  In  developing  their 
plans,  they  should  determine  those 
cases  where  the  Guidelines  are  appro¬ 
priate  planning  ceilings  and  targets 
and  those  cases  where  adjustments 
may  be  necessary  in  light  of  local  con¬ 
ditions  and  needs. 

In  some  cases,  the  Agency  may  need 
to  adjust  a  quantitative  standard 
upward  or  downward  to  meet  a  specif¬ 
ic  local  situation.  The  Guidelines  con¬ 
tain  a  number  of  specific  local  condi¬ 
tions  which  may  justify  such  adjust¬ 
ments  to  one  or  more  of  the  standards 
such  as  the  age  of  the  local  popula¬ 
tion,  seasonal  population  fluctuations, 
or  the  rural  nature  of  the  area. 

In  addition,  the  Guidelines  contain  a 
general  provision  which  recognizes 
that  other  special  local  conditions  may 
exist  which  justify  adjustment  of  a  na¬ 
tional  standard.  This  provision  permits 
the  HSA,  pursuant  to  its  own  detailed 
analyses,  to  include  adjustments  to 
take  account  of  those  local  conditions 
that  involve  special  needs  concerning 
access  to  needed  care  and  unreason¬ 
able  costs.  Adjustments  and  related 
analyses  will  be  reviewed  by  the  State 
Health  Planning  and  Development 
Agencies  (SHPDA’s)  and  Statewide 
Health  Coordinating  Councils 
(SHCC’s)  and,  if  appropriate,  accepted 
as  part  of  the  State  Health  Plan. 

■rhus,  the  Guidelines  issued  here  re¬ 
flect  a  careful  balance  between  the 
needs  of  local  and  State  agencies  to 
take  account  of  local  health  conditions 
and  needs  and  the  Federal  role  as  out¬ 
lined  in  the  statute  to  provide  national 
health  planning  leadership  and  guid¬ 
ance. 

Some  areas  of  the  country  have  al¬ 
ready  achieved  conditions  or  adopted 
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standards  more  favorable  than  those 
specified  in  the  National  Guidelines. 
In  those  circumstances,  it  is  not  in¬ 
tended  that  HSA’s  plan  for  a  level  of 
resources  in  excess  of  that  needed  to 
adequately  serve  the  needs  of  the  com¬ 
munity.  Nor  is  it  intended  that  HSA’s 
refrain  from  planning  with  respect  to 
health  services  and  facilities  which  are 
not  addressed  in  the  Guidelines. 

Each  State’s  Health  Plan  developed 
under  Title  XV  of  the  Public  Health 
Service  Act  must  be  made  up  of  the 
Health  Systems  Plans  for  areas  within 
the  State,  revised  as  necessary  by  the 
SHCC  to  achieve  appropriate  consider¬ 
ation  or  to  deal  more  effectively  with 
Statewide  health  needs.  Since  HSP’s 
must  give  appropriate  consideration  to 
the  Guidelines  and  take  into  account 
and  be  consistent  with  the  resource 
standards,  the  State  Health  Plan  will 
also  reflect  these  Guidelines.  More¬ 
over.  Health  Systems  Plans  also  pro¬ 
vide  one  of  the  bases  for  the  develop¬ 
ment  of  the  State  Medical  Facilities 
Plan  required  under  Section  1603. 
Thus,  the  National  Guidelines  will  be 
reflected  in  the  development  of  the 
State  Medical  Facilities  Plans. 

In  addition,  regulations  issued  con¬ 
cerning  the  certificate  of  need  func¬ 
tion  (42  CFR  Chapters  122  and  123) 
cite  consistency  with  the  Health  Sys¬ 
tems  Plan  for  an  area  as  one  criterion 
for  review  of  new  institutional  health 
service  projects.  Thus,  the  National 
Guidelines  should  also  be  addressed  in 
the  criteria  adopted  by  HSA’s  and 
SHPDA’s  governing  review  activities 
under  certificate  of  need,  the  review  of 
new  institutional  health  services,  and 
other  mandated  reviews. 

As  noted  in  the  Notice  of  January 
20.  1978.  Health  Systems  Agencies 
have  no  authority  under  Federal  law 
to  close  existing  hospitals  or  services 
nor  is  the  Federal  Government  autho¬ 
rized  to  do  so.  The  Department  be¬ 
lieves  that  Health  Systems  Plans  can 
and  should  be  important  occasions  and 
vehicles  for  advancing  public  under¬ 
standing  of  these  issues  and  other  fac¬ 
tors  contributing  to  rises  in  health 
care  costs  and  other  pressing  health 
problems.  Health  Systems  Plans  will 
be  of  little  value  if  they  do  not  serious¬ 
ly  address  these  issues. 

The  standards  set  forth  below  will 
receive  periodic  review  and  revision  as 
knowledge  is  increased  concerning  the 
most  appropriate  configuration  of  re¬ 
sources  to  provide  services  which  meet 
the  health  needs  of  the  population 
with  a  minimum  of  duplication.  The 
Guidelines  will  be  reviewed  periodical¬ 
ly.  as  least  every  two  years,  and  re¬ 
vised  as  necessary  based  upon  further 
analyses,  experiences  with  their  use. 
and  review  of  local  Health  Systems 
Plans  and  State  Health  Plans. 

B.  Process  of  Initial  Standard 
Development 

Each  of  the  standards  presented 
below  relates  to  a  health  care  resource 


which  has  been  widely  discussed  and  is 
based  on  and  adapted  from  a  recom¬ 
mendation.  guideline,  or  standard  pre¬ 
viously  developed  by  one  or  more 
medical  groups,  health  planning  orga¬ 
nizations.  or  other  professional  bodies. 
Additionally,  documentation  of  health 
standards  was  obtained  through 
searches  undertaken  by  the  National 
Library  of  Medicine  and  the  National 
Health  Planning  Information  Center 
and  systematically  reviewed  by  De¬ 
partment  staff. 

Materials  included  in  these  analyses 
were  reports  of  such  organizations  as 
the  Institute  of  Medicine,  the  Office 
of  Technology  Assessment,  the  Ameri¬ 
can  College  of  Obstetrics  and  Gynecol¬ 
ogy.  American  Academy  of  Pediatrics. 
American  College  of  Radiology.  Com¬ 
mittee  on  Perinatal  Health,  and  the 
Inter-Society  Commission  on  Heart 
Disease  Resources. 

Proposed  guidelines  concerning  hos¬ 
pital  bed  supply  were  included  in  a 
draft  of  National  Guidelines  that  was 
widely  distributed  after  October  1976. 
Some  1.300  comments  were  received 
on  that  material. 

C.  Process  of  Public  Consultation 

Section  1501(c)  requires  the  Secre¬ 
tary.  in  the  development  of  the  Guide¬ 
lines.  to  consult  with  and  solicit  rec¬ 
ommendations  and  comments  from 
Health  Systems  Agencies.  State 
Health  Planning  and  Development 
Agencies.  Statewide  Health  Coordinat¬ 
ing  Councils,  associations  and  special¬ 
ty  societies  representing  medical  and 
other  health  care  providers  and  the 
National  Council  on  Health  Planning 
and  Development.  This  has  been  ac¬ 
complished  over  a  period  of  more  than 
2  years  through  consultations,  public 
notices,  public  meetings,  review  by  the 
National  Council  on  Health  Planning 
and  Development  and  other  activities. 

In  publishing  its  first  Notice  of  Pro¬ 
posed  Rulemaking  on  September  23. 
1977.  the  Department  allotted  a  period 
of  60  days  for  public  comments  and 
later  (42  FR  59888)  extended  this 
period  for  an  additional  17  days. 
During  this  period,  more  than  55.000 
communications  were  received.  Among 
those  who  wrote  were  more  than  100 
Health  Systems  Agencies.  30  State 
Health  Planning  and  Development 
Agencies.  50  Hospital  Associations.  80 
Medical  Societies.  35  medical  schools. 
60  national  associations  as  well  as 
thousands  of  individual  hospitals, 
practioners.  and  consumers. 

During  this  period,  the  Department 
sponsored  five  public  meetings  in 
which  individuals  from  the  fields  of 
medicine,  health  administration,  and 
consumer  interest  participated.  Com¬ 
ments  and  recommendations  were  also 
received  as  the  result  of  the  Depart¬ 
ment’s  direct  request  for  the  views  of 
all  State  and  local  health  planning 
agencies  and  numerous  professional 


and  consumer  groups.  Many  other  sug¬ 
gestions  were  received  in  public  hear¬ 
ings  before  the  Subcommittee  on 
Health  and  the  Environment  of  the 
House  Interstate  and  Foreign  Com¬ 
merce  Committee,  and  from  individual 
Members  of  Congress. 

The  National  Council  on  Health 
Planning  and  Development  began  its 
consideration  of  the  proposed  guide¬ 
lines  at  its  first  formal  meeting  on 
September  23.  1977.  The  Council  de¬ 
voted  3  days.  December  9.  10.  and  21. 
to  the  review  of  the  proposed  Guide¬ 
lines.  At  the  latter  meeting,  it  passed 
11  resolutions  providing  comments 
and  recommendations  to  the  Secretary 
concerning  the  Guidelines. 

The  second  Notice,  as  the  first,  was 
disseminated  widely.  In  addition  to 
publication  in  the  Federal  Register. 
copies  were  sent  directly  to  all  local 
and  State  health  planning  agencies 
and  other  agencies  that  had  submitted 
comments  on  the  first  Notice  and  to 
over  100  additional  groups.  Copies 
were  also  provided  members  of  the  Na¬ 
tional  Council  on  Health  Planning  and 
Development  which  reviewed  them  at 
its  meeting  on  February  10.  1978. 

Readers  are  referred  to  the  Pream¬ 
ble  of  the  Notice  of  Proposed  Rule- 
making  issued  on  January  20.  1978  (43 
CR  3056-3063)  for  a  detailed  review  of 
the  concerns  expressed  by  the  public 
regarding  the  original  proposals.  The 
principal  major  issues  centered  around 
local  control  of  the  health  planning 
process,  and  the  possible  effect  of  the 
standards  on  health  services  in  rural 
areas.  A  number  of  other  general 
issues  were  raised  as  well  as  many 
comments  addressed  to  proposed  gen¬ 
eral  provisions  and  individual  stan¬ 
dards. 

About  900  letters  were  received  in  re¬ 
sponse  to  the  January  20  Notice  in¬ 
cluding  over  1.700  individual  com¬ 
ments.  Most  of  the  comments  were  of 
a  general  nature.  Some  focused  on 
particular  aspects  of  the  proposed 
Guidelines.  The  following  section  dis¬ 
cusses  the  more  general  points  and 
this  is  followed  by  sections  on  the  gen¬ 
eral  provisions  and  individual  stan¬ 
dards  set  forth  in  the  January  20 
Notice. 

D.  General  Comments 

Many  of  the  comments  indicated  sat¬ 
isfaction  with  the  revised  Guidelines. 
Numerous  writers  expressed  agree¬ 
ment  with  the  added  emphases  on  the 
roles  and  responsibilities  of  local 
Health  Systems  Agencies  in  analyzing 
and  planning  how  the  Guidelines 
apply  to  local  conditions  and  needs. 

On  the  other  hand,  some  commenta¬ 
tors  questioned  whether  local  Agen¬ 
cies  have  the  capabilities  to  make  the 
necessary  analyses  and  to  prepare  ade¬ 
quate  justifications  for  adjustments. 
The  Department  has  confidence  in  the 
increasing  capabilities  of  HSA’s  to 
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handle  these  responsibilities.  Their  re¬ 
sources  will  be  further  strengthened 
as  a  result  of  the  increased  funds 
likely  to  be  made  available  to  them  in 
fiscal  year  1979,  Further,  the  Depart¬ 
ment  is  establishing  a  training  pro¬ 
gram  on  the  National  Guidelines  for 
all  local  and  State  health  planning 
agencies  through  the  10  Centers  for 
Health  Planning. 

Some  comments  expressed  continu¬ 
ing  concern  that  excess  emphasis  was 
placed  on  cost  containment  issues  and 
too  little  attention  was  being  given  to 
goals  concerning  health  status,  access 
and  quality.  It  should  be  noted  that  a 
number  of  the  initial  guidelines  are 
concerned  with  the  enhancement  of 
quality  of  care.  In  addition,  the  De¬ 
partment  intends  to  issue  proposed 
guidelines  concerning  national  health 
planning  goals  in  the  near  future  that 
will  address  these  issues.  As  discussed 
in  the  Overview,  the  Secretary  be¬ 
lieves  that  additional  actions  must  be 
taken  to  contain  rapidly  rising  health 
care  costs,  especially  hospital  costs,  so 
that  resources  are  available  to  Improve 
health  status  and  access  to  necessary 
high  quality  services. 

Further  concern  was  expressed  by 
some  writers  that  many  small,  rural 
hospitals  would  be  threatened.  On  the 
other  hand,  some  commended  the  spe¬ 
cific  provisions  in  the  Guidelines 
which  address  the  special  conditions 
and  needs  of  rural  areas.  The  Depart¬ 
ment  has  reviewed  the  provisions  con¬ 
cerning  the  special  condition  and 
needs  of  rural  areas  and  believes  they 
provide  appropriate  flexibility.  Addi¬ 
tional  attention  will  be  devoted  to 
commimicating  the  intent  to  strength¬ 
en  accessibility  to  needed  health  ser¬ 
vices  in  niral  and  other  underserved 
areas. 

The  provision  of  adjustments  of 
standards  for  particular  Health  Sys¬ 
tems  Plans  (para.  121,6)  received  much 
attention.  Some  suggested  that  so 
mfiiy  adjustments  would  be  made  that 
“exceptions  would  become  the  rule”. 
The  Department’s  emphasis  is  on  the 
need  to  ensure  that  adjustments  that 
are  made  be  justified  on  the  basis  of 
soimd  data  and  careful  analyses,  not 
on  their  number. 

The  respective  roles  of  the  State 
Health  Planning  and  Development 
Agencies  and  Statewide  Health  Co¬ 
ordinating  Councils  in  approving  ad¬ 
justments  included  by  HSA’s  in  their 
Health  Systems  Plans  (HSP)  was  ques¬ 
tioned.  The  SHCC  has  the  sole  respon¬ 
sibility  for  approving  the  State  health 
plan,  which  is  made  up  of  HSP’s  and 
may  contain  revisions  (including  revi¬ 
sions  of  adjustments)  to  achieve  their 
appropriate  coordination  and  to  deal 
more  effectively  with  Statewide 
health  needs. 

Some  writers  ask  why  the  SHCC  was 
required  to  report  its  comments  on 
and  disposition  of  proposed  adjust¬ 


ments  to  the  Secretary.  Concern  was 
expressed  that  this  arrangement 
might  result  in  actions  by  the  Depart¬ 
ment  to  challenge  individual  adjust¬ 
ments.  That  is  not  the  intent.  The  De¬ 
partment’s  review  of  adjustments  will 
be  aimed  at  identifying  patterns  of 
analyses  and  adjustments  and  also  at 
developing  potential  changes  in  the 
National  Guidelines. 

Some  comments  expressed  concern 
that  the  Secretary  would  be  involved 
too  much  in  the  review  of  adjustments 
and  plans.  Others  urged  the  Secretary 
to  review  each  proposed  adjustment  to 
ensure  that  the  aims  of  Pub.  L.  93-641 
were  not  imdermined.  The  Depart¬ 
ment  believes  the  adopted  approach  is 
an  appropriate  balance  and  is  in 
accord  with  the  Secretary’s  responsi¬ 
bility,  under  Section  1535,  to  assess 
the  performance  of  planning  func¬ 
tions. 

Some  writers  pointed  out  that 
changes  in  knowledge  and  practices 
might  soon  make  some  of  the  stan¬ 
dards  inappropriate.  Concern  was  ex¬ 
pressed  that  the  Guidelines  might 
become  a  barrier  to  desirable  innova¬ 
tions.  That  is  not  the  intent.  The  ap¬ 
propriateness  and  use  of  standards  will 
be  monitored  on  a  continuing  basis 
and  changes  can  be  made  at  any  time. 
As  indicated  in  this  Preamble,  the 
Guidelines  will  be  reviewed  periodical¬ 
ly,  at  least  every  two  years,  and  re¬ 
vised  as  necessary  based  on  further 
analyses  and  experiences  with  their 
iise.  Further,  the  National  Coiincil  on 
Health  Planning  and  development  has 
indicated  its  commitment  to  encourage 
and  contribute  to  periodic  reviews  and 
desirable  revisions.  Analyses  of  Health 
Systems  Plans  and  State  Health  Plans 
will  be  an  important  source  of  infor¬ 
mation  for  these  reviews  and  revisions. 
The  Department  solicits  the  submis¬ 
sion  of  further  analyses  and  recom¬ 
mendations  for  changes  on  a  continu¬ 
ing  basis  from  all  interested  parties. 

Some  letters  noted  that  legislation  is 
being  considered  by  the  Congress  to 
authorize  new  grant  programs  and 
other  measures  to  encourage  the  con¬ 
version  and  closure  of  unneeded  hospi¬ 
tal  services.  They  questioned  how  the 
proposed  Guidelines  relate  to  the 
pending  legislations.  If  new  legislation 
along  these  lines  is  enacted,  there  will 
be  further  processes  of  considering  re¬ 
lated  rules  and  regulations,  including 
provisions  for  public  participation  and 
review. 

A  number  of  commentators  urged 
that  population-based  standards  be 
substituted  for  all  utilization-based 
standards.  The  Department  agrees 
that  population-based  standards  are 
desirable  whenever  practical  but  has 
been  constrained  by  limitations  of  ex¬ 
isting  knowledge.  The  Department  in¬ 
tends  to  devote  continuing  efforts  to 
the  development  of  additional  popula¬ 
tion-based  standards  and  urges  others 


to  do  so  as  well  and  to  share  their 
findings  and  conclusions. 

E.  Comments  on  General  Provisions 

Some  comments  recommended  that 
Par.  121.6  be  modified  to  indicate 
HSA’s  must  take  into  account  the  na¬ 
tional  health  priorities  set  forth  in 
section  1502  of  the  Public  Health  Ser¬ 
vice  Act.  Section  1513(b)(2)  of  the  Act 
provides  that  HSA’s  shall  give  appro¬ 
priate  consideration  to  the  section 
1502  priorities  in  establishing  and 
amending  Health  Systems  Plans. 
Therefore,  it  is  not  considered  neces¬ 
sary  to  repeat  that  requirement  here. 

In  some  States,  State  certificate  of 
need  programs  or  related  programs 
have  established  higher  minimum 
levels  and  lower  maximum  levels  than 
those  included  in  the  National  Guide¬ 
lines.  In  such  cases,  the  State  targets 
should  be  applied  rather  than  those 
set  forth  in  the  National  Guidelines. 
Section  121.6  has  been  modified  to  this 
effect. 

Some  questions  were  raised  about 
the  effective  date  (§  121.3(b)).  It  is  not 
required  that  all  Health  System  Plans 
be  consistent  with  the  guidelines  by 
December  31,  1978.  Rather,  the  provi¬ 
sion  applies  to  Plans  as  they  are  re¬ 
vised  and  newly  established  by  the 
Health  System  Agency  after  that  date. 
Thus,  almost  all  HSA’s  will  have  more 
than  a  year  to  plan  for  these  provi¬ 
sions. 

F.  Comments  on  Specific  Standards 

While  it  is  not  possible  to  make  indi¬ 
vidual  reply  to  all  the  particular  sug¬ 
gestions  and  comments  which  have 
been  received  and  considered,  the  fol¬ 
lowing  discussion  reviews  major  sub¬ 
stantive  issues  on  which  a  number  of 
comments  were  received  and  some 
major  points  not  discussed  in  earlier 
Preambles. 

The  established  standards,  along 
with  the  three  related  published  Pre¬ 
ambles.  will  be  printed  together  in  a 
future  publication  for  ready  reference. 

1.  COMMENTS  ON  STANDARD  CONCERNING 
HOSPITAL  BED  SOTPLY 

Some  further  concern  was  expressed 
about  the  definition  of  hospital  beds. 
It  was  pointed  out  that,  in  addition  to 
licensed  beds,  there  are  often  data  on 
other  measures,  such  as  bed  capacity, 
available  beds  and  staffed  beds.  In  ap¬ 
plying  this  standard,  licensed  beds 
should  be  counted.  Data  used  in  the 
implementation  of  this  standard  and 
those  used  in  the  State  Medical  Facili¬ 
ties  Plan  regarding  licensed  non-feder- 
al  short-stay  hospital  beds  are  to  be 
identical. 

Some  writers  suggested  this  stan¬ 
dard  assumes  that  all  hospitals  and 
hospital  beds  are  alike.  That  is  not  the 
case.  While  significant  variations  exist 
among  institutions  and  services  and 
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those  conditions  complicate  planning, 
the  Department  believes  it  is  still  pos¬ 
sible  and  desirable  to  develop  stan¬ 
dards  and  plans  on  an  areawide  basis 
that  are  sensitive  to  such  differences 
within  an  established  ceiling. 

Some  commentators  suggested  that 
the  provisions  concerning  adjustment 
for  referral  hospitals  serving  a  sub¬ 
stantial  number  of  out-of-area  patients 
be  modified  to  require  compensating 
adjustments  downward  in  the  areas 
from  which  the  patients  come.  While 
such  an  approach  is  desirable,  in  many 
cases  where  patients  come  from  many 
locations  at  substantial  distances,  it  is 
not  administratively  feasible.  In  other 
cases,  local  Agencies  may  find  it  prac¬ 
tical  to  apply  such  an  adjustment 
factor. 

2.  COMMENTS  ON  STANDARD  CONCERNING 

HOSPITAL  OCCUPANCY  RATES 

Further  concern  was  expressed  that 
this  standard  might  encourage  unnec¬ 
essary  hospital  admissions  and  stays. 
As  emphasized  in  the  Discussion  sec¬ 
tion  regarding  this  standard,  that  is 
not  the  intent.  In  fact,  such  an  inter¬ 
pretation  would  be  entirely  at  odds 
with  the  purposes  of  Pub.  L.  93-641  to 
achieve  more  rational  allocation  of  ex¬ 
pensive  health  resources.  The  use  of 
this  standard  is  to  be  intimately  relat¬ 
ed  to  the  application  of  the  standard 
concerning  hospital  bed  supply  so  that 
increases  in  occupancy  rates  result 
from  decreases  in  bed  utilization  and 
supply  to  the  maximum  extent  appro¬ 
priate.  The  standard  has  been  modi¬ 
fied  to  address  this  concern. 

3.  COMMENTS  ON  STANDARD  CONCERNING 

OBSTETRICAL  SERVICES 

Questions  were  raised  about  the 
definition  of  Levels  I,  II  and  III.  A 
general  definition  is  included  in  the 
Discussion  section.  Many  States  have 
programs  that  specifically  classify  ser¬ 
vices  and  institutions  along  these 
lines.  The  Department  beiieves  that 
individual  determinations  are  best 
made  at  State  and  local  levels. 

The  question  was  raised  whether 
non-infectious  gynecological  cases  are 
to  be  included  in  the  calculation  of  oc¬ 
cupancy  rates.  They  may  be  included 
in  line  with  local  practices. 

4.  COMMENTS  ON  STANDARD  CONCERNING 

NEONATAL  SPECIAL  CARE  UNITS 

Comments  were  received  on  situa¬ 
tions  where  travel  distance  makes  it 
necessary  to  establish  smaller  units. 
The  standard  recognizes  such  cases  by 
indicating, that  smaller  Level  II  units 
may  be  justified  when  travel  time  to 
an  alternate  unit  is  a  serious  hardship 
due  to  geographic  remoteness.  The 
Department  does  not  consider  smaller 
level  III  units  desirable  because  of 
their  more  specialized  services. 
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5.  COMMENTS  ON  STANDARD  CONCERNING 

PEDIATRIC  SERVICES 

A  question  was  raised  whether  it  is 
intended  that  all  individuals  under  18 
be  cared  for  in  specialized  pediatric 
units  in  urbanized  areas.  That  in  not 
the  intent.  It  is  recognized  that  ar¬ 
rangements  for  the  appropriate  care 
of  children  vary  among  areas.  The 
intent  of  the  guidelines  is  to  encour¬ 
age  planning  for  regionalized  systems 
of  high  quality  care. 

Some  comments  pointed  out  that  in 
some  areas,  pediatric  units  are 
planned  to  serve  persons  under  15 
years  of  age;  in  other  areas,  the  prac¬ 
tice  is  to  serve  persons  under  18  years 
of  age;  and  in  still  others,  such  units 
serve  individuals  up  to  21  years  of  age. 
The  definition  has  been  modified  to 
recognize  these  differences. 

6.  COMMENTS  ON  STANDARD  CONCERNING 

OPEN  HEART  SURGERY 

Recommendations  were  received 
which  pointed  out  that  in  some  cir¬ 
cumstances  the  standard  might  be 
most  appropriately  applies  to  the  com¬ 
bined  number  of  open  heart  proce¬ 
dures  performed  by  a  single  team 
working  in  a  number  of  institutions.  A 
paragraph  on  this  issue  has  been 
added  to  the  Discission  section,  includ¬ 
ing  an  indication  of  relevant  condi¬ 
tions.  HSAs  have  the  responsibility  for 
analyzing  whether  these  circum¬ 
stances  exist  locally. 

Suggestions  were  received  that  the 
standard  concerning  pediatric  heart 
operations  be  modified  to  provide  for  a 
smaller  number  of  open  heart  proce¬ 
dures.  The  Department  recognizes 
that  there  are  different  professional 
views  on  this  subject  and  will  be  care¬ 
fully  monitoring  developments  to  de¬ 
termine  whether  future  changes  are 
indicated. 

7.  COMMENTS  ON  STANDARD  CONCERNING 
CARDIAC  CATHETERIZATION  UNIT  SERVICES 

The  Section  on  Cardiology  of  the 
American  Academy  of  Pediatrics  rec¬ 
ommended  that  an  additional  provi¬ 
sion  concerning  pediatric  cardiac  cath¬ 
eterization  units  be  added.  That  has 
been  done. 

8.  COMMENTS  ON  STANDARD  CONCERNING 

RADIATION  THERAPY 

Some  comments  suggested  that  300 
courses  of  treatment  be  included  in 
the  standard  instead  of  300  cancer 
cases.  They  felt  that  it  would  be  inqui- 
table  to  exclude  cases  previously  treat¬ 
ed  at  an  institution  while  counting 
similar  cases  previously  treated  at  an¬ 
other  institution.  That  is  not  the 
intent.  The  two  terms  are  considered 
to  be  synonymous  for  this  purpose. 

Further  concern  was  expressed  that, 
in  some  cases,  failure  by  a  single  insti¬ 
tution  to  achieve  the  higher  target 
level  could  prevent  the  development  of 
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an  additional  needed  resource.  Some 
suggested  the  6,000  target  be  consid¬ 
ered  as  an  average  for  all  units  in  the 
area.  While  such  averaging  can  be  a 
useful  part  of  analysis,  it  is  not  ade¬ 
quate  by  itself.  As  indicated  in  the 
^eamble  to  the  January  20  Notice,  in 
special  cases  where  each  existing  unit 
cannot  reasonably  be  expected  to 
reach  the  target  level  and  a  new  unit 
is  appropriate,  the  HSA  may  call  for 
an  adjustment  in  the  standard  as  part 
of  its  plan,  based  on  analyses  of  perti¬ 
nent  local  conditions. 

9.  COMMENTS  ON  STANDARD  CONCERNING 
COMPUTED  TOMOGRAPHIC  SCANNERS 

The  principal  objections  concerning 
this  standard  were  directed  at  the  pro¬ 
posed  target  level  of  2,500  “patient 
procedures”  per  year  and  the  Depart¬ 
ment’s  proposed  definition  of  “patient 
procedure.”  Before  addressing  those 
objections,  it  is  emphasized  that  the 
Department’s  purpose  in  developing 
the  Computed  Tomographic  Scanner 
standard  has  been  to  encourage  appro¬ 
priate  community-wide  planning  for 
and  to  minimize  unnecessry  prolifera¬ 
tion  of  these  expensive  machines  and 
thereby  hold  down  health  care  costs. 
The  Department  is  seeking  to  do  so  by 
assuring  that  those  already  in  use,  as 
well  as  those  acquired  in  the  future, 
will  be  utilized  at  reasonably  full  levels 
of  efficiency.  As  the  discussion  portion 
of  the  standard  points  out,  it  has  been 
concluded  that  an  oiierating  schedule 
that  achieves  at  least  2,500  patient 
procedures  per  year  for  each  scanner 
represents  such  a  reasonable  level  of 
use. 

Thus,  objections  to  the  standard 
based  on  its  failure  to  consider  the 
“cost-effectiveness”  of  individual  CT 
scanners  miss  the  point.  In  the  De¬ 
partment’s  judgment  not  only  is  the 
data  available  on  the  cost  savings 
achieved  by  scanners  as  against  the  di¬ 
agnostic  procedures  which  the  ma¬ 
chines  replace  inconclusive,  but  such 
an  approach  to  resource  allocation  de¬ 
cisions  on  a  community-wide  basis  is 
unsound.  Rather,  the  test  adopted  is 
to  measure  the  efficiency  with  which 
the  machines  themselves  are  used  in 
order  to  assure  that  the  cost  to  the 
community  is  as  low  as  can  reasonably 
be  expected,  given  the  high  cost  of  ac¬ 
quiring  and  operating  the  machines. 

Some  objections  to  the  2,500  figure 
have  focused  on  the  fact  that  the  In¬ 
stitute  of  Medicine  statement  on  Com¬ 
puted  Tomographic  Scanning  used 
that  number  for  a  purpose  different 
from  that  of  these  guidelines.  While  it 
is  true  that  the  immediate  purpose  of 
the  Institute’s  use  of  this  figure  was  to 
recommend  appropriate  charges  for 
CT  scans,  the  Institute  adopted  the 
figure  of  2,500  patient  examinations  as 
a  basis  for  that  computation  because 
of  its  conclusion,  based  upon  its  review 
of  available  data,  that  a  minimum 
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voliune  of  2,500  patient  examinations 
is  a  conservative  basis  for  estimating 
machine  use  on  which  to  establish 
charges.  The  Department's  analysis, 
using  the  indicated  definition  and  mix 
of  “patient  procedures”,  concluded 
that  a  CT  scanner  which  is  operated 
efficiently  can  normally  perform  2,500 
such  procedures  in  a  year  with  a  work 
schedule  which  is  less  than  50-55 
hours  per  week. 

While  some  objections  to  this  pro¬ 
posed  standard  have  argued  for  a 
target  based  on  a  40  hour  work  week 
and  have  correctly  pointed  out  that 
most  scanners  in  operation  operate  at 
less  than  the  50-55  hour  level,  the  De¬ 
partment  believes  that  the  50-55  hour 
week  is  a  reasonable  schedule  of  oper¬ 
ation,  that  most  scanners  may  fairly 
be  expected  to  attain  that  if  necessary, 
and  that  the  fact  that  most  scanners 
now  provide  substantially  less  than 
that  level  of  service  indicates  the  need 
for  the  standard.  It  should  be  noted 
that  latitude  is  given  to  HSA’s,  both 
within  the  standard  itself  (see  the  Dis¬ 
cussion  portion  of  §  121.210)  and  in 
§  121.6  (“Adjustment  of  standards  for 
particular  Health  Systems  Plans”)  to 
adjust  the  2,500  level  where  special 
local  circumstances  warrant,  after 
careful  analysis  and  consideration  of 
extraordinary  conditions. 

It  was  suggested  that  the  proposed 
definition  of  “patient  procedure” 
might  be  interpreted  to  mean  that  a 
munber  of  studies  of  the  same  ana¬ 
tomical  region  (such  as  the  stomach, 
kidney  and  colon)  should  be  consid¬ 
ered  a  single  procedure.  To  clarify  this 
point,  the  definition  has  been  revised 
to  substitute  “the  same  anatomic  area 
of  diagnostic  interest”  for  “the  same 
anatomical  region.” 

With  regard  to  the  definition  of  “pa¬ 
tient  procedure,”  commentators 
argued  that  a  contrast  scan  and  a  non¬ 
contrast  scan  of  the  same  anatomic 
area  should  be  considered  two  proce¬ 
dures.  The  requested  change  has  not 
been  made.  This  change  has  not  been 
accepted  since  it  is  considered  reason¬ 
able  to  define  as  one  procedure  the 
scans  necessary  for  resolving  a  particu¬ 
lar  question.  Reports  from  the  Blue 
Cross  Association  indicate  that  it  is 
the  usual  practice  for  an  initial  scan 
and  an  additional  scan  to  be  billed  as  a 
single  procedure,  with  the  additional 
scan  usually  increasing  the  charge  by 
no  more  than  20-25  percent.  While 
this  suggests  that  a  “weighting”  for¬ 
mula  might  be  appropriate  which 
would  assign  fractional  \mits  to  each 
additional  scan,  the  Department  has 
concluded  that  such  an  approach 
needs  further  study.  As  indicated  in 
the  Preamble  to  the  January  20 
Notice,  the  Department  will  continue 
to  study  this  possibility  and  welcomes 
specific  suggestions  along  these  lines. 
For  the  present  standard,  in  evaluat¬ 
ing  the  impact  of  the  2,500  target 


level,  the  Department  took  into  ac¬ 
count  the  relative  number  of  multiple 
scans.  (For  example,  60-70  percent  of 
head  scans  involve  more  than  one 
scan.)  As  the  Discussion  section  points 
out,  the  Department  also  took  into  ac¬ 
count  an  estimate  of  the  potential  rel¬ 
ative  frequency  of  more  time-consum¬ 
ing  body  scans. 

Some  commentators  suggested  that 
the  estimate  of  relative  proportion  of 
body  scans  to  total  procedures  was  too 
low.  It  is  noted  that  only  limited  cov¬ 
erage  of  body  scans  has  been  approved 
for  the  Medicare  program.  As  dis¬ 
cussed  in  the  Preamble  to  the  January 
20  Notice,  developments  in  this  field 
will  be  carefully  and  continuously 
monitored  and  changes  proposed  and 
made  periodically  as  indicated.  The 
Department  welcomes  the  submission 
of  further  information  for  its  consider¬ 
ation  from  all  interested  parties. 

Some  writers  emphasized  that  the 
discussion  of  the  potential  special  uses 
of  CT  scanners  in  research  situations 
was  too  limited,  covering  only  collabo¬ 
rative  clinical  trials.  The  material  has 
been  modified  to  include  other  re¬ 
search  projects  that  have  a  fixed  pro¬ 
tocol  and  have  been  institutionally  ap¬ 
proved. 

It  was  also  pointed  out  that  a  newly 
installed  scanner  does  not  immediately 
reach  its  normal  operating  level.  The 
standard  has  been  changed  to  recog¬ 
nize  this  fact,  and  now  provides  that  a 
new  machine  should  attain  the  target 
level  of  patient  procedures  during  its 
second  year  of  operation. 

Some  commentators  stated  that 
some  new,  less  expensive  scanners  as 
well  as  some  early  models  operate  rela¬ 
tively  slowly  and  may  not  be  capable 
of  attaining  the  2,500  level.  These  ma¬ 
chines  are  head  scanners  and  should 
ordinarily  have  little  difficulty  in  at¬ 
taining  the  target  level  if  utilized  effi¬ 
ciently.  In  any  case,  the  “general  ad¬ 
justment”  provisions  of  §  121.6  are 
available  to  HSA’s  for  application  to 
such  unusual  situations. 

Recommendations  were  received 
that  additional  effort  be  focused  on 
the  development  of  a  population-based 
standard.  The  Department  agrees  that 
population-based  approaches  are  pref¬ 
erable  to  utilization-based  standards 
whenever  practical  and  intends  to  con¬ 
tinue  to  work  towards  that  end  for 
this  service  and  for  other  services. 

Finally,  the  Department  wishes  to 
make  clear  its  awareness  that  many 
medium-sized  and  small  community 
hospitals  may  not  be  able  to  meet  the 
target  level  set  in  this  standard. 
Indeed,  there  would  be  little  purpose 
in  adopting  a  standard  at  all  if  that 
were  not  so.  It  is  expected  that  vigor¬ 
ous  application  of  the  standard  by 
HSA’s  will  result  in  additional  sharing 
arrangements  among  hospitals  as  part 
of  the  process  of  assuring  that  existing 
and  new  scanners  are  more  efficiently 


utilized.  Where  such  arrangements  are 
not  feasible  because  of  travel  or  other 
difficulties,  HSA’s  have  authority  to 
adjust  the  standard  to  assure  that 
medically  necessary  CTT  scanner  ser¬ 
vices  will  not  be  denied  patients  in 
their  areas. 

Accordingly,  a  new  Part  121  is 
hereby  added  to  42  CFR  as  set  forth 
below. 

Note.— The  Department  of  Health,  Educa¬ 
tion.  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflationary 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  March  15, 1978. 

Julius  B.  Richmond, 
Assistant  Secretary  of  Health. 

Approved:  March  22,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

PART  121— NATIONAL  GUIDELINES 
FOR  HEALTH  PLANNING 

Subpart  A — Ganaral  Provisions 

See. 

121.1  Definitions. 

121.2  Purpose  and  scope. 

121.3  Applicability  of  national  guidelines 
to  Health  Systems  Plans. 

121.4  Applicability  of  national  guidelines 
to  State  health  plans. 

121.5  Responsibility  of  health  systems 
agencies. 

121.6  Adjustment  of  standards  for  particu¬ 
lar  Health  Systems  Plans. 

Subpart  B— Notional  Hoolth  Planning  Goals 

[Reserved] 

Subpart  C — Standards  Raspacting  tha  Appro* 
priata  Supply,  Distribution,  and  Organization 
of  Haolth  Rasourcas 

121.201  Cleneral  hospitals— Supply. 

121.202  General  hospitals— Occupancy 

rate. 

121.203  Obstetrical  services. 

121.204  Neonatal  special  care  units. 

121.205  Pediatric  inpatient  services— 

Number  of  beds. 

121.206  Pediatric  inpatient  services— Occu¬ 
pancy  rates. 

121.207  Open  heart  surgery. 

121.208  Cardiac  catheterization. 

121.209  Radiation  therapy. 

121.210  Computed  tomographic  scanners. 

121.211  End-stage  renal  disease  (ESRD). 

Authority:  Sec.  1501  of  the  Public  Health 
Service  Act,  88  Stat.  2227  (41  U.S.C.  300k-l). 

§121.1  Definitions. 

Terms  used  herein  shall  have  the 
meanings  given  them  in  42  CFR  122.1. 

§121.2  Purpose  and  scope. 

Section  1501  of  the  Public  Health 
Service  Act  requires  the  Secretary  to 
issue,  by  regulation,  national  guide¬ 
lines  for  health  planning.  The  guide¬ 
lines  are  to  include  national  health 
planning  goals  (section  1501(bK2))  and 
standards  respecting  the  supply,  distri- 
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button,  and  organization  of  health  re¬ 
sources  (section  ISOKbXD).  This  sub¬ 
part  includes  general  provisions  appli¬ 
cable  to  such  goals  and  standards;  sub¬ 
part  B  of  this  part  sets  forth  specific 
national  health  planning  goals;  and 
subpart  C  sets  forth  specific  standards 
respecting  the  supply,  distribution, 
and  organization  of  health  resources. 

§  121.3  Applicability  of  national  guidelines 
to  Health  Systems  Plans. 

Section  1513(b)(2)  of  the  Act  re¬ 
quires  health  systems  agencies,  in  the 
development  of  their  Health  Systems 
Plans,  to  give  “appropriate  consider¬ 
ation”  to  the  national  guidelines  for 
health  planning.  Health  Systems 
Plans  must  also  “take  into  accotint” 
and  be  “consistent  with”  the  stan¬ 
dards  respecting  the  supply,  distribu¬ 
tion,  and  organization  of  health  re¬ 
sources  set  forth  in  subpart  C. 

(a)  Meaning  of  “consistent  toith."  A 
Health  Systems  Plan  will  be  consid¬ 
ered  “consistent  with”  a  standard  set 
forth  in  subpart  C  where  it  (1)  estab¬ 
lishes  a  target  level  which  is  not  in 
excess  of  the  level  set  forth  in  the 
standard  where  that  level  is  stated  as 
a  maximum,  or  not  less  than  the  level 
set  forth  in  the  standard  where  that 
level  is  stated  as  a  minimum,  except 
where  a  specific  adjustment  is  justi¬ 
fied  in  accordance  with  subpart  C  or 
§  121.6  of  this  subpart,  and  (2)  includes 
plans  which,  if  implemented,  are  rea¬ 
sonably  calculated  to  achieve  that 
target  level  within  five  years. 

(b)  Effective  date.  Health  Systems 
Plans  established  after  December  31, 
1978,  must  be  “consistent  with”  each 
standard  set  forth  in  subpart  C. 

§  121.4  Applicability  of  national  guidelines 
to  State  health  plans. 

Each  State’s  State  health  plan  devel¬ 
oped  under  Title  XV  of  the  act  must 
be  “made  up  of”  the  Health  Systems 
Plans  of  the  health  systems  agencies 
within  the  State,  revised  as  found  nec¬ 
essary  by  the  Statewide  Health  Co¬ 
ordinating  Council  to  achieve  their  ap¬ 
propriate  coordination  with  each 
other  or  to  deal  more  effectively  with 
Statewide  health  needs.  (Section 
1524(c)(2)(A),of  the  Act.)  Since  Health 
Systems  Plans  must  individually  give 
appropriate  consideration  to  the  na¬ 
tional  guidelines  for  health  planning 
and  take  into  account  and  be  consis¬ 
tent  with  the  standards  respecting  the 
supply,  distribution,  and  organization 
of  health  resources,  the  State  health 
plan  will  accordingly  reflect  the  guide¬ 
lines. 

§121.5  Responsibility  of  health  systems 
agencies. 

Subject  to  the  authority  of  the 
Statewide  Health  Coordinating  Coun¬ 
cil  to  require  the  revision  of  Health 
Systems  Plans  under  section 
1524(cK2)(A)  of  the  Act,  each  health 


systems  agency  is  responsible  for  ana¬ 
lyzing  the  needs  and  conditions  in  its 
health  service  area  and  applying  the 
national  guidelines  for  health  plan¬ 
ning  in  the  development  of  its  Health 
Systems  Plan,  including  the  need  for 
a^ustments. 

§121.6  Acijustments  of  standards  for  par¬ 
ticular  Health  Systems  Plans. 

Subpart  C  of  this  part  includes  pro¬ 
visions  for  adjustment  of  individual 
standards.  In  addition: 

(a)  Health  systems  agencies  must 
make  such  adjustments  as  may  be  nec¬ 
essary: 

(1)  To  take  into  account  special 
needs  and  circumstances  of  Health 
Maintenance  Organizations; 

(2)  To  take  into  account  services 
available  to  local  residents  from  Fed¬ 
eral  health  care  facilities;  and 

(3)  To  take  into  account  higher  mini¬ 
mum  target  levels  and  lower  maximum 
levels  that  are  established  for  State 
Certificate-of-Need  and  related  pro¬ 
grams. 

(b)  Whenever  a  health  systems 
agency  concludes,  on  the  basis  of  a  de¬ 
tailed  analysis,  that  development  of  a 
Health  Systems  Plan  consistent  with 
one  or  more  of  the  standards  set  forth 
in  subpart  C  would  result  in; 

(1)  Residents  of  the  health  service 
area  not  having  access  to  necessary 
health  services; 

(2)  Significantly  increased  costs  of 
care  for  a  substantial  number  of  pa¬ 
tients  in  the  area;  or 

(3)  The  denial  of  care  to  persons 
with  special  needs  resulting  from 
moral  and  ethical  values;  and  that 
result  cannot  be  avoided  through  use 
of  the  adjustments  specifically  pro¬ 
vided  for  in  the  standard  or  in  para¬ 
graph  (a)  of  this  section,  the  agency 
may  include  in  the  Health  Systems 
Plan  a  special  adjxistment  of  the  stan¬ 
dard  or  standards  which  will  avoid  this 
result.  Whenever  a  special  adjustment 
is  so  included,  the  plan  must  also  con¬ 
tain  a  detailed  justification  for  the  ad¬ 
justment  and  documentation  of  the 
circumstances  that  are  the  basis  of  the 
justification.  In  the  case  of  an  adjust¬ 
ment  included  on  the  basis  of  (1)  or  (2) 
above,  the  plan  must  further  include 
an  analysis  indicating  whether  the 
need  for  such  an  adjustment  is  perma¬ 
nent.  If  it  Is,  the  supporting  rationale 
must  be  documented  and  it  it  is  not. 
an  estimate  must  be  included  of  how 
long  inclusion  of  the  adjustment  will 
be  required  along  with  a  detailed  justi¬ 
fication  for  that  length  of  time. 

(c)  Any  proposed  adjustment  under 
this  section  and  the  analyses  support¬ 
ing  it  must  be  reviewed  by  the  State 
health  planning  and  development 
agency  in  its  preparation  or  review  of 
the  preliminary  State  health  plan 
under  section  1523(a)<2)  of  the  Act 
and  by  the  Statewide  Health  Coordi¬ 
nating  Council  in  its  preparation  or 


review  of  the  State  health  plan  under 
section  1524(c)(2)  of  the  Act.  On  the 
basis  of  that  review,  and  consistent 
with  Statewide  health  needs  and  the 
need  to  coordinate  Health  Systems 
Plans  as  determined  by  the  Statewide 
Health  Coordinating  Council,  the  ad¬ 
justment  may  be  made  part  of  the 
State  health  plan.  The  Statewide 
Health  Coordinating  Council  shall 
report  its  conunents  on  and  disposition 
of  the  proposed  adjustments  to  the 
Secretary  under  section  1524(c)(1)  of 
the  Act. 

Sub|Mirt  C — Stondards  Respecting  the 

Appropriate  Supply,  Distribution, 

and  Organization  of  Health  Re¬ 
sources 

§  121.201  General  hospitals — bed  supply. 

(a)  standard.  There  should  be  less 
than  four  non-Federal,  short-stay  hos¬ 
pital  beds  for  eatdi  1,000  persons  in  a 
health  service  area  except  under  ex¬ 
traordinary  circumstances.  For  pur¬ 
poses  of  this  section,  short-stay  hospi¬ 
tal  beds  include  all  non-federal  short- 
stay  hospital  beds  (including  general 
me^cal/surgical,  children’s,  obstetric, 
psychiatric,  and  other  short-stay  spe¬ 
cialized  beds).  Conditions  which  may 
justify  adjustments  to  this  ratio  for  a 
health  service  area  include; 

(1)  Age.  Individuals  65  years  of  age 
and  older  have  a  higher  hospital  utili¬ 
zation  rate — up  to  four  time  that  of 
the  general  population— than  any 
other  age  group.  Bed-population  ratios 
for  health  service  areas  in  which  the 
percentage  of  elderly  people  is  signifi¬ 
cantly  higher  (more  than  12  percent 
of  the  population)  than  the  national 
average  may  be  planned  at  a  higher 
ratio,  based  on  analyses  by  the  HSA. 

2.  Seasonal  population  fluctuations. 
Large  seasonal  variations  in  hospital 
utilization  may  justify  higher  ratios. 
Plans  should  reflect  vacation  and  re¬ 
creation  patterns  as  well  as  the  needs 
of  migrant  workers  and  other  factors 
causing  ususual  seasonal  variations. 

(3)  Rural  areas.  Hospital  care  should 
be  accessible  within  a  reasonable 
period  of  time.  For  example,  in  rural 
areas  in  which  a  majority  of  the  resi¬ 
dents  would  otherwise  be  more  than 
30  minutes  travel  time  from  a  hospital, 
the  HSA  may  determine,  based  on 
analsrses,  that  a  bed-population  ratio 
of  greater  than  4  per  1,000  persons 
may  be  justified. 

(4)  Urban  areas.  Large  numbers  of 
beds  in  one  part  of  a  Standard  Metro¬ 
politan  Statistical  Area  (SMSA)  may 
be  compensated  for  by  fewer  beds  in 
other  parts  of  the  SMSA.  Health  ser¬ 
vice  areas  which  include  a  part  of  an 
SMSA  may  plan  for  bed-population 
ratios  higher  than  4  per  1,000  persons 
reflecting  existing  patterns  if  there  is 
a  joint  plan  among  all  HSAs  serving 
the  SMSA  which  provides  for  less 
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than  4  beds  per  1,000  persons  in  the 
SMSA  as  a  whole. 

(5)  Areas  with  referral  hospitals.  In 
the  case  of  referral  institutions  which 
provide  a  substantial  portion  of  spe¬ 
cialty  services  to  individuals  not  resid¬ 
ing  in  the  area,  the  HSA  may  exclude 
from  its  computation  of  bed-popula¬ 
tion  ratio  the  beds  utilized  by  referred 
patients  who  reside  outside  both  the 
SMSA  and  the  HSA  in  which  the  fa¬ 
cility  is  located. 

(b)  Discussion.  There  is  general 
agreement  that  the  number  of  general 
hospital  beds  in  the  United  States  is 
significantly  in  excess  of  what  is 
needed  and  that  utilization  of  acute 
in-patient  care  resources  is  often 
higher  than  necessary.  Excess  bed  ca¬ 
pacity  and  use  contribute  to  the  high 
cost  of  hospital  care  with  little  or  no 
health  benefits.  Empty  beds  are  often 
filled  by  patients  who  could  be  cared 
for  as  well  or  better  in  less  expensive 
ways,  such  as  ambulatory  care  or 
home  care. 

The  Institute  of  Medicine’s  Report 
on  “Controlling  the  Supply  of  Hospi¬ 
tal  Beds’’  in  1976  recommended  that 
the  nation  should  achieve  at  least  a  10 
percent  reduction  in  the  bed  popula¬ 
tion  ratio  in  the  next  five  years  and 
further  significant  reductions  there¬ 
after.  The  Institute  statement  noted; 
“This  would  mean  a  reduction  from 
the  current  national  average  of  ap¬ 
proximately  4.4  non-Federal  short¬ 
term  general  hospitals  beds  per  1,000 
population  to  a  national  average  of  ap¬ 
proximately  4  in  five  years  and  well 
below  that  in  the  years  to  follow.’’ 
Similarly  a  study  reported  by  Inter- 
Study  of  Minneapolis,  Minn.,  the  same 
year  concluded  that  a  10  percent  re¬ 
duction  in  hospital  bed  supply  would 
be  a  desirably  and  reasonable  first  step 
toward  reducing  excess  hospital  capac¬ 
ity.  As  part  of  the  process  for  deter¬ 
mining  this  standard,  the  Department 
reviewed  projections  in  State  health 
facilities  planning  plans.  Such  plans 
have  set  targets  for  future  hospital 
bed  supply  that,  on  an  aggregate  na¬ 
tionwide  basis,  project  just  under  4 
beds  per  thousand.  Many  States  set 
lower  targets.  Health  Maintenance  Or¬ 
ganizations  and  similar  groups  have 
shown  that  high  quality  care  can  be 
provided  with  less  than  3  beds  per 
1,000  population.  Thus,  4  beds  per 
1,000  population  is  a  ceiling,  not  an 
ideal  situation.  HSAs  are  expected  to 
identify  the  desirable  local  ratio,  work¬ 
ing  closely  with  the  State  Health  Plan¬ 
ning  and  development  Agency  and  the 
Statewide  Health  Coordinating  Coun¬ 
cil.  It  is  anticipated  that  in  subsequent 
plans  HSAs  will  be  required  to  indicate 
how  they  will  reach  a  bed-population 
ratio  of  less  than  3.7  per  1,000  popula¬ 
tion  except  under  extraordinary  cir¬ 
cumstances.  HSAs  whose  areas  are 
now  below  the  4  per  1,000  level  are 
urged  to  attempt  to  decrease  bed-pop¬ 


ulation  ratios  below  3.7  per  1.000  popu¬ 
lation.  In  areas  where  Federal  medical 
facilities  and  Health  Maintenance  Or¬ 
ganizations  provide  substantial  ser¬ 
vices  to  local  residents,  lower  ratios 
should  be  readily  achieveable.  Popula¬ 
tion  growth  must  be  carefully  ana¬ 
lyzed;  in  many  cases,  this  factor  alone 
will  bring  the  area  below  the  target 
level  if  no  unnecessary  additional  beds 
are  built.  Under  some  conditions,  a 
higher  target  ceiling  may  be  justified 
by  the  HSA.  Travel  distance  to  the 
nearest  hospital  is  one  of  the  most  im¬ 
portant  factors  to  be  analyzed,  espe¬ 
cially  in  rural  areas.  A  planning  crite¬ 
ria  of  30  minutes  has  been  set,  in  line 
with  the  policies  of  many  local  and 
State  health  planning  agencies  around 
the  country.  In  analyzing  ways  of  re¬ 
ducing  bed  supply,  it  should  be  recog¬ 
nized  that  greater  savings  will  be 
achieved  when  entire  facilities  are  con¬ 
sidered.  In  developing  such  plans,  pri¬ 
ority  consideration  should  be  given  to 
maintaining  and  strengthening  re¬ 
sources  that  are  emphasizing  activities 
identified  as  national  health  priorities 
in  section  1502  of  the  Act. 

§  121.202  General  hospitals — Occupancy 

rate. 

.(a)  Standard.  There  should  be  an 
average  annual  occupancy  rate  for 
medically  necessary  hospital  care  of  at 
least  80  percent  for  all  non-Federal, 
short-stay  hospital  beds  considered  to¬ 
gether  in  a  health  service  area,  except 
under  extraordinary  circumstances. 
Conditions  which  may  justify  an  ad¬ 
justment  to  this  standard  for  a  health 
service  area  include: 

(1)  Seasonal  population  fluctu¬ 
ations.  In  some  areas,  the  influx  of 
people  for  vacation  or  other  purposes 
may  require  a  greater  supply  of  hospi¬ 
tal  beds  than  would  otherwise  be 
needed.  Large  seasonal  variations  in 
hospital  utilization  which  can  be  pre¬ 
dicted  through  hospital  and  health  in¬ 
surance  records  may  justify  an  aver¬ 
age  annual  occupancy  rate  lower  than 
80  percent  based  on  analyses  by  the 
HSA. 

(2)  Rural  areas.  Lower  average 
annual  occupancy  rates  are  usually  re¬ 
quired  by  small  hospitals  to  maintain 
empty  beds  to  accommodate  normal 
fluctuations  of  admissions.  In  rural 
areas  with  significant  numbers  of 
small  (fewer  than  4,000  admissions  per 
year)  hospitals,  an  average  occupancy 
rate  of  less  than  80  percent  may  be 
justified,  based  on  analyses  by  the 
HSA. 

(b)  Discussion..  There  is  substantial 
evidence  that  excess  capacity  and  use 
contribute  significantly  to  high  hospi¬ 
tal  costs.  The  1976  report  by  the  Insti¬ 
tute  of  Medicine,  for  example,  found 
that  “there  is  a  growing  concern  that 
the  surpluses  of  hospital  beds  are  con¬ 
tributing  significantly  to  the  recent 
rise  of  health  care  costs  at  a  rate  well 


beyond  that  of  general  inflation.  This 
concern  has  not  only  to  do  with  the 
cost  of  maintaining  unused  hospital 
bed  capacity,  but  also  with  the  unnec¬ 
essary  and  inappropriate  uses  of  hospi¬ 
tal  beds,  especially  those  in  the  short¬ 
term  care  category.”  Occupancy  rates 
currently  average  about  75  percent  na¬ 
tionwide.  Many  hospital  capacity  stud¬ 
ies.  including  those  by  InterStudy  and 
the  Bureau  of  Hospit^  Administration 
of  the  University  of  Michigan,  indicate 
that  an  average  hospital  occupancy 
rate  exceeding  80  percent  is  a  reason¬ 
able  target.  In  addition,  many  State 
and  local  health  planning  agencies 
have  established  higher  occupancy 
targets.  For  example,  health  planning 
agencies  in  Illinois.  New  Jersey,  New 
York,  Massachusetts,  Michigan,  and 
Wisconsin  have  recommended  occu¬ 
pancy  rates  higher  than  80  percent  for 
larger  hospitals.  Higher  averages  have 
been  advocated,  especially  for  medical- 
surgical  units.  While  past  studies  typi¬ 
cally  apply  these  rates  to  individual  in¬ 
stitutions.  the  Department,  in  line 
with  the  objectives  of  community-wide 
planning,  has  extended  this  concept  to 
apply  on  an  area-wide  basis.  Within 
local  health  service  areas,  hospitals  of 
varying  size  and  circumstances  will 
have  varying  occupancy  rates;  a  collec¬ 
tive  rate  exceeding  80  percent  on  an 
area-wide  basis  is  a  reasonable,  achiev¬ 
able  goal  except  in  rural  areas  and 
when  situations  present  extraordinary 
chrumstances.  Increases  are  to  be  at¬ 
tained  through  constrained  capacity 
growth  and  improved  planning  and 
management.  It  is  not,  of  course,  in¬ 
tended  that  increased  rates  be 
achieved  through  unnecessary  hospi¬ 
tal  admissions  or  stays. 

§  121.203  Obstetrical  services. 

(a)  Standard.  (1)  Obstetrical  services 
should  be  planned  on  a  regional  basis 
with  linkages  among  all  obstetrical 
services  and  with  neonatal  services. 

(2)  Hospitals  providing  care  for  com¬ 
plicated  obstetrical  problems  (Levels 
II  and  III)  should  have  at  least  1,500 
births  annually. 

(3)  There  should  be  an  average 
annual  occupancy  rate  of  at  least  75 
percent  in  each  unit  with  more  than 
1,500  births  per  year. 

(b)  Discussion.  The  importance  of 
developing  regional  systems  of  care  for 
maternal  and  perinatal  health  services 
has  been  broadly  recognized.  The 
Committee  on  Perinatal  Health,  repre¬ 
senting  the  American  Academy  of 
Family  Physicians,  American  Academy 
of  Pediatrics,  American  College  of  Ob¬ 
stetricians  and  Gynecologists,  and  the 
American  Medical  Association  issued  a 
report  in  1976,  “Toward  Improving  the 
Outcome  of  Pregnancy.”  The  report 
identified  opportunities  to  reduce 
rates  of  maternal,  fetal  and  neonatal 
mortality  as  well  as  to  improve  deploy¬ 
ment  of  scarce  resources,  especially 
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those  needed  to  provide  comprehen¬ 
sive  services  for  high-risk  patients. 
The  impact  on  quality  of  care  of  both 
under-utilization  and  over-utilization 
was  emphasized. 

The  report  states:  “A  systematized, 
cohesive  regional  network  including  a 
number  of  differentiated  resources  is 
the  approach  most  likely  to  achieve 
the  objective.  Each  component  of  the 
regional  system  must  provide  the 
highest  quality  care,  but  the  degree  of 
complexity  of  patient  needs  deter¬ 
mines  where,  and  by  whom,  the  care 
should  be  provided.”  Level  I  hospitals 
provide  services  primarily  for  uncom¬ 
plicated  maternity  and  newborn  cases. 
Level  II  hospitals  provide  services  for 
uncomplicated  cases  and  for  the  ma¬ 
jority  of  complicated  problems,  and 
certain  specialized  neonatal  services. 
Level  III  hospitals  are  able  also  to 
handle  all  the  serious  types  of  illness 
and  abnormalities.  Established  ar¬ 
rangements  should  provide  for  early 
access  of  high-risk  pregnant  women 
and  prompt  referrals  among  levels  of 
care  as  appropriate.  Regional  planning 
should  include  a  cooperative,  coordi¬ 
nated  network  of  hospitals,  physicians 
and  other  health  care  professionals, 
providing:  (1)  Expert  consultation  and 
referral  (2)  basic  and  continuing  edu¬ 
cation  for  health  professionals  and 
consumers,  (3)  transport  of  selected 
patients  to  facilities  possessing  more 
specialized  maternal  and  neonatal  ser¬ 
vices,  (4)  a  continuing  evaluation  of 
the  effectiveness  and  costs  of  regiona¬ 
lized  programs.  In  1972  the  American 
College  of  Obstetrics  and  Gynecology 
identified  a  minimal  target  of  1,500 
births  per  year  for  facilities  in  commu¬ 
nities  of  100,000  population  or  more  to 
provide  a  full  range  of  obstetrical  ser¬ 
vices  in  an  efficient  manner.  In  1974, 
this  figure  was  revised:  “The  experi¬ 
ence  of  many  obstetric  departments 
indicate  that  the  size,  equipment,  ser¬ 
vices  and  personnel  adequate  to  main¬ 
tain  a  consistently  high  standard  of 
ordinary  obstetrical  care  and  a  reason¬ 
ably  economic  operation  generally  re¬ 
quire  more  than  2,000  deliveries." 
(Standards  for  Obstetical  and  Gyneco¬ 
logical  Services,  Committee  on  Profes¬ 
sional  Standards  of  the  American  Col¬ 
lege  of  Obstetricians  and  Gynecolo¬ 
gists,  1974.)  The  Committee  on  Perina¬ 
tal  Health  also  identified  the  2,000 
minimum  figure  for  facilities  identi¬ 
fied  as  Level  II  facilities.  In  detemin- 
ing  the  1,500  target,  the  Department 
took  into  consideration  these  reports 
as  well  as  the  conunents  received  from 
the  public  and  from  members  of  the 
expert  advisory  panel,  particularly  the 
criticism  that  a  2,000  target  was  too 
high.  The  1,500  level  is  in  line  with  the 
policies  of  many  local  and  State 
health  plaiuiing  agencies  and  can  help 
assure  more  economic  use  of  special¬ 
ized  resources  while  avoiding  inappro¬ 
priate  utilization  of  such  facilities. 


The  Department  also  recognizes  that 
there  are  substantial  differences 
among  facilities  which  provide  differ¬ 
ent  ranges  of  services,  and  there  are 
circumstances,  such  as  those  involving 
special  moral  and  ethical  preferences, 
which  may  necessitate  the  HSA  pro¬ 
viding  an  adjustment  to  this  standard. 
In  addition,  in  order  to  promote  more 
economical  use  of  resources  the  De¬ 
partment  has  established  the  75  per¬ 
cent  minimum  occupancy  rate  in  Level 
II  and  III  facilities.  The  75  percent 
figure  was  derived  from  an  analysis  of 
various  occupancy  rate  figures  in  a 
number  of  source  documents,  whose 
recommendations  range  from  50  per¬ 
cent  to  over  80  percent.  The  Hill- 
Burton  program  recommended  an  oc¬ 
cupancy  level  for  obstetrical  units  of 
at  least  75  percent.  The  Department 
anticipates  that  institutions  operating 
at  Levels  II  and  III  will  usually  be  able 
to  exceed  this  level. 

In  keeping  with  the  national  priority 
set  forth  in  Section  1502  of  the  Act  for 
the  consolidation  and  coordination  of 
institutional  health  services,  the  con¬ 
solidation  of  multiple,  small  obstetri¬ 
cal  units  with  low  occupancy  rates 
should  be  undertaken  unless  such 
action  is  undesirable  because  of  needs 
to  assure  ready  access  and  sensitive 
care. 

§  121.204  Neonatal  special  care  units. 

(a)  Standard.  (1)  Neonatal  services 
should  be  planned  on  a  regional  basis 
with  linkages  with  obstetrical  services. 

(2)  The  total  number  of  neonatal  in¬ 
tensive  and  intermediate  care  beds 
should  not  exceed  4  per  1,000  live 
births  per  year  in  a  defined  neonatal 
service  area.  An  adjustment  upward 
may  be  justified  when  the  rate  of 
high-risk  pregnancies  is  unusually 
high,  based  on  analyses  by  the  HSA. 

(3)  A  single  neonatal  special  care 
unit  (Level  II  or  III)  should  contain  a 
minimum  of  15  beds.  An  adjustment 
downward  may  be  justified  for  a  Level 
II  imit  when  travel  time  to  an  alter¬ 
nate  unit  is  a  serious  hardship  due  to 
geographic  remoteness,  based  on  anal¬ 
yses  by  the  HSA. 

(b)  Discussion.  For  this  standard, 
the  Department  has  adopted  the 
widely  endorsed  concept  of  regionali¬ 
zation,  involving  various  levels  of  care. 
Under  this  concept.  Level  III  units  are 
staffed  and  equipped  for  the  intensive 
care  of  new-boms  as  well  as  intermedi¬ 
ate  and  recovery  care.  Level  II  units 
provide  intermediate  and  recovery 
care  as  well  as  some  specialized  ser¬ 
vices.  Level  I  units  provide  recovery 
care.  Neonatal  special  care  is  a  highly 
specialized  ser\'ice  required  by  only  a 
very  small  percentage  of  infants.  The 
Department  believes  that  four  neona¬ 
tal  special  care  beds  for  intensive  and 
intermediate  care  per  1,000  live  births 
will  usually  be  adequate  to  meet  the 
needs,  taking  into  account  the  inci¬ 


dence  of  high  risk  pregnancies,  the 
percentage  of  live  births  requiring  in¬ 
tensive  care,  and  the  average  length  of 
stay.  (“Bed”  includes  incubators  or 
other  heated  units  for  specialized  care 
and  bassinettes.)  In  addition,  the  De¬ 
partment  has  established  a  minimum 
of  15  beds  per  unit  for  Levels  II  and 
III  as  the  minimum  number  necessary 
to  support  economical  operation  for 
these  services.  Both  standards  are  sup¬ 
ported  and  reconunended  by  the 
American  Academy  of  Pediatrics.  The 
American  Academy  of  Pediatrics  has 
noted  that  “the  best  care  will  be  given 
to  high  risk  and  seriously  ill  neonates 
if  intensive  care  units  are  developed  in 
a  few  adequately  qualified  institutions 
within  a  community  rather  than 
within  many  hospitals.  Properly  con¬ 
ducted.  early  transfer  of  these  infants 
to  a  qualified  unit  provides  better  care 
than  do  attempts  to  maintain  them  in 
inadequate  units.”  This  regionalized 
approach  is  reflected  in  the  minimum 
size  standard  which  is  designed  to 
foster  the  location  of  specialized  units 
in  medical  centers  which  have  avail¬ 
able  special  staff,  equipment,  and  con¬ 
sultative  services  and  facilities.  Since 
F>erinatal  centers,  which  include  neon¬ 
atal  units  will  serve  the  patient  load 
resulting  from  a  representative  popu¬ 
lation  of  more  than  one  million,  a  de¬ 
fined  neonatal  service  area  should  be 
identified  by  the  relevant  HSAs  in 
conjimction  with  the  State  Agency. 
Special  attention  should  also  be  given 
to  ensure  adequate  communication 
and  transportation  systems,  including 
joint  transfers  of  mother  and  child 
and  maintenance  of  family  contact. 
Hospitals  with  such  units  should  have 
agreements  with  other  facilities  to 
serve  referred  patients.  The  regional 
plan  should  include  a  structured  on¬ 
going  system  of  review,  including  as¬ 
sessment  of  changes  in  health  status 
indicators. 

§  121.205  Pediatric  inpatient  services — 
number  of  beds. 

(a)  Standard.  There  should  be  a 
minimum  of  20  beds  in  a  pediatric  unit 
in  urbanized  areas.  An  adjustment 
downward  may  be  justified  when 
travel  time  to  an  alternate  unit  ex¬ 
ceeds  30  minutes  for  10  percent  or 
more  of  the  population,  based  on  anal¬ 
yses  by  the  HSA. 

(b)  Discussion.  Pediatric  services 
should  be  planned  on  a  regionalized 
basis  with  linkages  among  hospitals 
and  other  health  agencies  to  provide 
comprehensive  care.  The  1977  report 
of  the  Committee  on  Implications  of 
Declining  Pediatric  Hospitalization 
Rates  for  the  National  Research 
Council  states  that  “for  a  policy  of 
housing  children  separately  to  be  ef¬ 
fective,  certain  minimum  services  and 
facilities  are  needed,  thus  requiring 
bed  capacity  utilization  to  make  provi¬ 
sion  for  these  services  and  facilities 
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economically  feasible."  This  standard 
was  developed  by  the  Department  in 
this  context. 

A  number  of  sources  support  a  mini¬ 
mum,  imit  size  of  20  pediatric  beds,  in¬ 
cluding  planning  agencies  in  Califor¬ 
nia,  Massachusetts,  Ohio,  Pennsylva¬ 
nia,  and  Wisconsin.  Consolidation  of 
pediatric  care  in  units  of  at  least  20 
beds  in  urbanized  areas  will  promote 
the  concentration  of  nursing  and  sup¬ 
port  staff  with  special  pediatric  knowl¬ 
edge  and  skills,  the  increased  training 
of  staff,  and  the  provision  of  special 
treatment  and  other  ancillary  facili¬ 
ties  which  meet  the  special  needs  of 
children.  (A  pediatric  inpatient  unit  is 
a  sp>ecific  section,  ward,  wing,  hospital 
or  unit  devoted  primarily  to  the  care 
of  medical  and  surgical  patients  usual¬ 
ly  less  than  18  years  old,  not  including 
special  care  for  infants.) 

The  criteria  of  30  minutes  travel 
time  reflects  interest  in  ensuring  that 
children  remain  close  to  their  homes, 
family  and  friends.  Frequent  visits  to 
hospitalized  children  are  highly  desir¬ 
able  and  can  be  an  aid  to  improvement 
and  recovery.  The  American  Academy 
of  Pediatrics  has  recommended  to  its 
State  Chapters  that  child  health  plans 
should  provide  that  primary  care  for 
children  should  be  available  within  30 
minutes.  This  access  standard  is  con¬ 
sistent  with  those  of  many  local  and 
State  planning  agencies  such  as  those 
in  Massachusetts.  New  York,  Pennsyl¬ 
vania,  and  Wisconsin. 

§  12I.2M  Pediatric  inpatient  services— oc¬ 
cupancy  rates. 

(a)  Standard.  Pediatric  units  should 
maintain  average  annual  occupancy 
rates  related  to  the  number  of  pediat¬ 
ric  beds  (exclusive  of  neonatal  special 
care  units)  in  the  facility.  For  a  facili¬ 
ty  with  20-39  pediatric  beds,  the  aver¬ 
age  annual  occupancy  rate  should  be 
at  least  65  percent;  for  a  facility  with 
40-79  pediatric  beds,  the  rate  should 
be  at  least  70  percent;  for  facilities 
with  80  or  more  pediatric  beds,  the 
rate  should  be  at  least  75  percent. 

(b)  Discussion.  Variable  occupancy 
rates  are  designed  to  reflect  the  need 
for  smaller  units  to  maintain  the  ca¬ 
pacity  to  accommodate  normal  day-to- 
day  fluctuations  in  admissions  and  to 
set  aside  pediatric  beds  for  particular 
ages  and  types  of  cases.  Such  schedul¬ 
ing  problems  are  less  severe  in  pediat¬ 
ric  units  of  a  greater  capacity.  More¬ 
over,  large  units  are  able  to  sustain 
higher  occupancy  rates  because  they 
are  frequently  associated  with  regional 
centers  which  serve  patients  needing 
types  of  care  that  can  be  scheduled  on 
a  more  flexible  basis.  It  is  not  intend¬ 
ed,  of  course,  to  encourage  unneces¬ 
sary  admissions  or  stays  to  achieve 
these  levels.  This  standard  is  identical 
to  that  recommended  by  the  American 
Academy  of  Pediatrics. 


§  121.207  Open  heart  surgery. 

(a)  Standard.  (1)  There  should  be  a 
minimum  of  200  open  heart  proce¬ 
dures  performed  annually,  within 
three  years  after  initiation,  in  any  in¬ 
stitution  in  which  open  heart  surgery 
is  performed  for  adults. 

(2)  There  should  be  a  minimum  of 
100  pediatric  heart  operations  annual¬ 
ly,  within  three  years  after  initiation, 
in  any  institution  in  which  i>ediatric 
open  heart  surgery  is  performed,  of 
which  at  least  75  should  be  open  heart 
surgery. 

(3)  There  should  be  no  additional 
open  heart  units  initiated  unless  each 
existing  unit  in  the  health  service 
area(s)  is  operating  and  is  expected  to 
continue  to  operate  at  a  minimum  of 
350  open  heart  surgery  cases  per  year 
in  adult  services  or  130  pediatric  open 
heart  cased  in  pediatric  services. 

(b)  Discussion.  Open  heart  surgery 
for  congenital  and  acquired  heart  and 
coronary  artery  disease  represents  a 
marked  advance  in  patient  care. 
Highly  specialized  open  heart  proce¬ 
dures  require  very  costly,  highly  spe¬ 
cialized  manpower  and  facility  re¬ 
sources.  Thus,  every  effort  should  be 
made  to  limit  duplication  and  uiuieces- 
sary  resources  related  to  the  perfor¬ 
mance  of  open  heart  procedures,  while 
maintaining  high  quality  care.  Mini¬ 
mum  case  loads  are  essential  to  main¬ 
tain  and  strengthen  skills.  (Open 
heart  surgery  procedures  are  defined 
as  procedures  which  use  a  heart-lung 
by-pass  machine  to  perform  the  func¬ 
tions  of  circulation  during  surgery.)  A 
minimum  of  200  adult  open  heart  sur¬ 
gery  procedures  should  be  performed 
annually  within  an  institution  to 
maintain  quality  of  patient  care  and 
make  most  efficient  use  of  resources. 
This  standard  is  based  on  recommen¬ 
dations  of  the  Inter-Society  Commis¬ 
sion  on  Heart  Disease  Resources.  In 
order  to  prevent  duplication  of  costly 
resources  which  are  not  fully  utilized, 
the  opening  of  new  units  should  be 
contingent  upon  existing  units  operat¬ 
ing.  and  continuing  to  operate,  at  a 
level  of  at  least  350  procedures  per 
year.  The  350  level  assumes  an  average 
of  7  operations  a  week,  a  schedule  that 
in  the  Department’s  judgement  is  fea¬ 
sible  in  most  institutions  providing 
these  services.  In  units  that  provide 
services  to  children,  lower  targets  are 
indicated  because  of  the  special  needs 
involved.  The  established  level  for  pe¬ 
diatric  units  is  consistent  with  the  rec¬ 
ommendation  of  the  Pediatric  Cardi¬ 
ology  Section  of  the  American  Acade¬ 
my  of  Pediatrics.  In  determining  the 
utilization  target  of  130  pediatric  open 
heart  cases,  the  Department  used  the 
same  ratio  as  for  adult  units.  In  the 
case  of  units  that  provide  services  to 
both  adults  and  children,  at  least  200 
open  heart  procedures  should  be  per¬ 
formed,  including  75  for  children.  In 
some  areas,  open  heart  surgical  teams. 


including  surgeons  and  specialized 
technologists,  are  utilizing  more  than 
one  institution.  For  these  institutions, 
the  guidelines  may  be  applied  to  the 
combined  number  of  open  heart  proce¬ 
dures  performed  by  the  surgical  team 
where  and  adjustment  is  justifiable  in 
line  with  Section  121.6(B)  and  pro¬ 
motes  more  cost  effective  use  of  avail¬ 
able  facilities  and  support  personnel. 
In  such  cases,  in  order  to  maintain 
quality  care  a  minimum  of  75  open 
heart  procedures  in  any  institution  is 
advisable,  which  is  consistent  with  rec¬ 
ommendations  of  the  American  Col¬ 
lege  of  Surgeons.  Data  collection  and 
quality  assessment  and  control  activi¬ 
ties  should  be  part  of  all  open  heart 
surgery  programs. 

§  121.208  Cardiac  catheterization. 

(a)  Standard.  (1)  There  should  be  a 
minimum  of  300  cardiac  catheteriza¬ 
tions,  of  which  at  least  200  should  be 
intracardiac  or  coronary  artery  cath¬ 
eterizations,  performed  annually  in 
any  adult  cardiac  catheterization  unit 
within  three  years  after  initiation. 

(2)  There  should  be  a  minimum  of 
150  pediatric  cardiac  catheterizations 
performed  annually  in  any  unit  per¬ 
forming  pediatric  cardiac  catheteriza¬ 
tions  within  three  years  after  initi¬ 
ation. 

(3)  There  should  be  no  new  cardiac 
catheterization  unit  opened  in  any  fa¬ 
cility  not  performing  open  heart  sur¬ 
gery. 

(4)  There  should  be  no  additional 
adult  cardiac  catheterization  unit 
opened  unless  the  number  of  studies 
per  year  in  each  existing  unit  in  the 
health  service  area(s)  is  greater  than 
500  and  no  additional  pediatric  unit 
opened  unless  the  number  of  studies 
per  year  in  each  existing  unit  is  great¬ 
er  than  250. 

(b)  Discussion.  The  modem  cardiac 
catheterization  unit  requires  a  highly 
skilled  staff  and  expensive  equipment. 
Safety  and  efficacy  of  laboratory  per¬ 
formance  requires  a  case  load  of  ade¬ 
quate  size  to  maintain  the  skill  and  ef¬ 
ficiency  of  the  staff.  In  addition,  the 
underutilized  imit  represents  a  less  ef¬ 
ficient  use  of  an  expensive  resource 
and  frequently  reflects  unnecessary 
duplication.  Based  on  recommenda¬ 
tions  from  the  Inter-Society  Commis¬ 
sion  on  Heart  Disease  Resources,  the 
Department  believes  that  a  minimum 
level  of  300  catheterizations  per  year 
is  indicated  to  achieve  economic  use  of 
resources.  Several  State  health  plan¬ 
ning  agencies,  such  as  New  Jersey, 
suggested  a  higher  minimum  level  and 
the  Department  will  be  considering 
whether  a  higher  level  should  be  es¬ 
tablished  in  the  f  uture.  The  Depart¬ 
ment  has  also  determined  the  existing 
units  should  be  performing  more  than 
500  cardiac  catheterizations  or  250  pe¬ 
diatric  cardiac  catheterizations  before 
a  new  unit  is  opened.  The  500  level  is 
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b^ed  on  an  average  of  two  catheter¬ 
izations  a  day.  a  rate  that  is  in  the  De¬ 
partment’s  Judgement  readily  achiev¬ 
able  in  most  institutions  providing 
these  services  and  that  will  foster 
more  effective  use  of  current  resources 
prior  to  the  development  of  additional 
resources.  More  than  600  procedures 
are  performed  annually  in  some  insti¬ 
tutions.  Pediatric  cardiac  catheteriza¬ 
tions  require  special  facilities  and  sup¬ 
port  services.  Lower  target  numbers 
are.  presented  in  these  cases  because  of 
the  special  conditions  and  needs  of 
children.  The  established  levels  are 
consistent  with  the  recommendations 
of  the  Section  on  Cardiology  of  the 
American  Academy  of  Pediatrics  and 
the  Inter-Society  Commission  on 
Heart  Disease  Resources.  The  patient 
studied  in  the  cardiac  catheterization 
unit  is  frequently  recommended  for 
open  heart  surgery.  While  acceptable 
inter-institutional  referral  patterns 
exist  in  some  areas,  cardiac  catheter¬ 
ization  units  should  optimally  be  lo¬ 
cated  within  a  facility  in  which  cardiac 
surgery  is  performed. 

§  121.209  Radiation  therapy. 

(a)  Standard.  (DA  megavoltage  ra¬ 
diation  therapy  unit  should  serve  a 
population  of  at  least  150,000  persons 
and  treat  at  least  300  cancer  cases  an¬ 
nually.  within  three  years  after  initi¬ 
ation. 

(2)  There  should  be  no  additional 
megavoltage  units  opened  unless  each 
existing  megavoltage  unit  in  the 
health  service  area(s)  is  performing  at 
least  6,000  treatments  per  year. 

(3)  Adjustments  downward  may  be 
justified  when  travel  time  to  an  alter¬ 
nate  unit  is  a  serious  hardship  due  to 
geographic  remoteness,  based  on  anal¬ 
yses  by  the  HSA. 

(b)  Discussion.  While  various  types 
of  radiation  are  indicated  and  used  for 
tumors  with  different  characteristics, 
megavoltage  equipment  is  accepted  as 
the  most  efficacious  for  treatment  of 
deep-seated  tumors.  Megavoltage 
equipment  is  expensive  to  purchase, 
install,  and  support  on  a  continuing 
basis.  Every  effort  should  thus  be 
made  to  avoid  unnecessary  duplication 
of  this  costly  resource.  Established 
standards  should  provide  needed  treat¬ 
ment  capabilities  while  preventing  un¬ 
necessary  duplication  of  radiation 
therapy  units  and  underutilization  of 
existing  capacity.  A  unit  refers  to  a 
single  megavoltage  machine  or  energy 
source.  The  most  common  types  of 
units  to  deliver  megavoltage  therapy 
are  cobalt  60  and  linear  accelerators. 
Treatments  are  meant  to  be  the  same 
as  patient  visits.  A  treatment  or  visit 
averages  2.2  fields,  according  to  re¬ 
ports  from  the  American  College  of 
Radiology.  It  also  reports  that  about 
half  of  new  cancer  patients  require 
megavoltage  radiation  therapy,  and 
that  many  require  subsequent  courses 
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of  treatment.  The  American  College  of 
Radiology  has  indicated  that  at  least 
300  cancer  cases  annually  are  a  reason¬ 
able  minimum  load  for  a  megavoltage 
radiation  therapy  unit  in  order  to 
maintain  an  efficient  high  quality  op¬ 
eration.  Based  on  the  information  and 
recommendations  of  the  College,  as 
well  as  comments  received  from  the 
public  and  .irom  members  of  the 
expert  advisory  panel  which  reviewed 
the  standard,  the  Department  has  set 
a  minimum  standard  of  at  least  300 
cancer  cases  per  unit  per  year.  In  1974, 
the  Department  commissioned  a  study 
of  the  use  of  radiation  therapy  units. 
A  committee  appointed  by  the  Ameri¬ 
can  College  of  Radiology  and  the 
American  Society  of  Therapeutic  Ra¬ 
diology  to  review  that  study  suggested 
that  economical  operation  of  radiation 
units  would  call  for  existing  units  to 
do  5,000-8,700  treatments  per  year. 
The  7,500  level  was  included  in  the 
September  23,  1977  NPRM.  This 

target  would  have  required  units  to 
treat  an  average  of  30  patients  per 
day.  Based  on  comments  received  from 
the  profession  and  the  general  public, 
the  Department  has  adjusted  the  stan¬ 
dard  downwards  to  6,000  treatments 
per  year,  an  average  of  about  25  pa¬ 
tients  per  day,  to  take  into  account 
variations  in  patient  mix  and  work 
schedules.  Since  many  institutions 
meet  and  exceed  these  targets,  this 
standard  in  the  Department’s  judge¬ 
ment  represents  an  attainable,  effi¬ 
cient  level  of  operation.  The  indicated 
target  levels  are  minimal  and  should 
generally  be  exceeded. 

Dedicated  special  purpose  and  extra 
high  energy  machines  which  have 
limited  but  important  applications 
may  not  perform  6,000  treatments  per 
year  and  should  be  evaluated  individ¬ 
ually  by  HSAs  in  the  development  of 
Health  Systems  Plans. 

§  121.210  Computed  Tomographic  Scan¬ 
ners. 

(a)  standard.  (1)  A  Computed  Tomo¬ 
graphic  Scanner  (head  and  body) 
should  operate  at  a  minimum  of  2,500 
medically  necessary  patient  proce¬ 
dures  per  year,  for  the  second  year  of 
its  operation  and  thereafter. 

(2)  There  should  be  no  additional 
scanners  approved  unless  each  exist¬ 
ing  scanner  in  the  health  service  area 
is  performing  at  a  rate  greater  than 
2,500  medically  necessary  patient  pro¬ 
cedures  per  year. 

(3)  There  should  be  no  additional 
scanners  approved  unless  the  opera¬ 
tors  of  the  proposed  equipment  will 
set  in  place  data  collection  and  utiliza¬ 
tion  review  systems. 

(b)  Discussion.  Because  CT  scanners 
are  expensive  to  purchase,  maintain 
and  staff,  every  effort  must  be  made 
to  contain  costs  while  providing  an  ac¬ 
ceptable  level  of  service.  Intensive  uti¬ 
lization  of  existing  units,  regardless  of 
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location,  will  prevent  needless  duplica¬ 
tion  and  limit  unnecessary  health  care 
costs.  Estimates  and  surveys  for  effi¬ 
cient  utilization  of  CTT  scanners  range 
from  1,800  to  over  4,000  patient  proce¬ 
dures  a  year.  (One  patient  procedure 
includes,  during  a  single  visit,  the  ini¬ 
tial  scan  plus  any  necessary  additional 
scans  of  the  same  anatomic  area  of  di¬ 
agnostic  interest). 

The  Institute  of  Medicine,  the 
Office  of  Technology  Assessment  and 
others  have  carefully  reviewed  these 
data  and  the  capabilities  of  various 
available  units.  The  Department  has 
reviewed  these  analyses  as  well  as  the 
extensive  literature  that  has  been  de¬ 
veloped  on  (TT  scanners.  In  arriving  at 
a  standard  for  the  use  of  these  ma¬ 
chines,  the  Department  has  consid¬ 
ered  a  variety  of  factors,  including  the 
difference  in  time  required  for  head 
scans  and  body  scans,  the  need  for 
multiple  scans  in  some  patient  exami¬ 
nations,  variations  in  patient  mix.  the 
special  needs  of  children,  time  re¬ 
quired  for  maintenance,  and  staffing 
requirements.  Moreover,  the  Depart¬ 
ment  considered  the  actual  operating 
experience  of  hospitals  and  institu¬ 
tions  reflected  in  reports  on  the  use  of 
CT  scanners. 

The  standard  set  in  the  Depart¬ 
ment’s  guidelines  is  intended  to  assure 
effective  utilization  and  reasonable 
cost  for  (JT  scanning.  These  machines 
are  expensive,  and  therefore  must  be 
used  at  levels  of  high  efficiency  if  ex¬ 
cessive  costs  are  to  be  limited.  The  De¬ 
partment  recognizes  that  the  cost  of 
some  machines  is  declining,  particular¬ 
ly  those  that  perform  only  head  scans 
which  require  less  time.  For  machines 
that  do  predominantly  head  scans,  the 
standard  represents  an  efficient  but 
more  easily  attainable  level  of  utiliza¬ 
tion.  For  scanners  capable  of  perform¬ 
ing  both  head  and  body  scans,  it  is  im¬ 
perative  that  they  be  effectively  used 
in  order  to  spread  the  high  capital  ex¬ 
penditures  over  as  much  operating 
time  as  possible.  As  the  Institute  of 
Medicine  report  stated,  “The  high 
fixed  costs  of  operating  a  scanner 
argue  for  as  high  a  volume  of  use  as 
the  equiiunent  allows  without  jeopar¬ 
dizing  the  quality  of  care.’’ 

The  Department  believes  that  a  50- 
55  hour  operating  week  is  both  consis¬ 
tent  with  the  actual  operating  experi¬ 
ence  of  many  hospitals  and  a  reason¬ 
able  target.  Based  on  reported  experi¬ 
ence  for  the  time  required  for  both 
head  scans  and  body  scans,  the  De¬ 
partment  estimated  that  a  patient  mix 
of  about  60  percent  head  scans  and 
about  40  percent  body  scans,  making 
allowance  for  the  other  factors  identi¬ 
fied  above,  would  allow  a  CT  scanner 
to  perform  about  2,500  patient  proce¬ 
dures  per  year  if  it  is  efficiently  used 
about  50-55  hours  per  week.  This  esti¬ 
mate  assumes  a  higher  percent  of 
body  scans  than  is  currently  being  per- 
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formed.  If  fewer  than  40  percent  body 
scans  are  performed,  then  2,500  pa¬ 
tient  proc^ures  would  involve  even 
less  than  50-55  hours  per  week.  Basing 
the  standard  on  a  higher  percentage 
of  body  scans  also  takes  account  of 
current  trends  toward  increased  pro¬ 
portions  of  such  scans. 

The  Department  believes  that  shar¬ 
ing  arrangements  in  the  use  of  CT 
scanners  is  desirable,  in  line  with  the 
national  health  priorities  of  section 
1502.  Individual  institutions  or  provid¬ 
ers  should  not  acquire  new  machines 
until  existing  capacity  is  being  well 
utilized. 

In  planning  for  CT  scanners,  the 
HSA  should  take  into  consideration 
special  circumstances  such  as:  1)  an  in¬ 
stitution  with  more  than  one  scanner 
where  the  combined  average  annual 
number  of  procedures  is  greater  than 
2,500  per  scanner  although  the  unit 
doing  primarily  body  scans  is  operat¬ 
ing  at  less  than  2,500  patient  proce¬ 
dures  per  year;  2)  units  which  are,  or 
will  be,  devoting  a  signihcant  portion 
of  time  to  fixed  protocol  institutional¬ 
ly  approved  research  projects  and  3) 
units  which  are,  or  will  be,  servicing 
predominantly  seriously  sick  or  pediat¬ 
ric  patients.  A  summary  of  the  data 


collected  on  CT  scanners  should  be 
submitted  by  the  operators  to  the  ap¬ 
propriate  HSA  to  enable  it  to  ade¬ 
quately  plan  the  distribution  and  use 
of  CT  scanners  in  the  area.  The  data 
to  be  collected  should  include  informa¬ 
tion  on  utilization  and  a  description  of 
the  operations  of  a  utilization  review 
program. 

§  121.211  End-Stage  Renal  Disease 
(ESRD). 

(a)  Standard.  The  Health  Systems 
Plans  established  by  HSAs  should  be 
consistent  with  standards  and  proce¬ 
dures  contained  in  the  DHEW  regula¬ 
tions  governing  conditions  for  cover¬ 
age  of  suppliers  of  end-stage  renal  dis¬ 
ease  services,  20  CFR  Part  405,  Sub¬ 
part  U. 

(b)  Discussion.  The  ESRD  Program 
was  created  pursuant  to  section  2991 
of  the  Social  Security  Amendments  of 
1972  (Pub.  L.  92-603),  which  extends 
Medicare  benefits  to  any  individual 
who  has  end-stage  renal  disease  re¬ 
quiring  dialysis  or  transplantation, 
provided  that  such  individual;  (1)  is 
fully  or  currently  insured  or  entitled 
to  monthly  benefits  under  Title  II  of 
the  Social  Security  Act;  or  (2)  is  the 


spouse  or  dependent  child  of  an  Indi¬ 
vidual  so  insured  or  entitled  to  such 
monthly  benefits.  In  order  for  an 
ESRD  facility  to  quality  for  reim¬ 
bursement  under  the  program,  the  fa¬ 
cility  must  meet  the  conditions  for 
coverage  of  suppliers  of  end-stage 
renal  disease  services  as  established  by 
regulation.  These  conditions  incorpo¬ 
rate  standards  which  relate  to  supply, 
distribution,  and  organization  of 
ESRD  facilities.  The  standards  were 
developed  by  the  Department  of 
Health,  Education,  and  Welfare  and 
were  based  on  extensive  consultation 
with  professionals  and  other  persons 
knowledgeable  in  the  areas  of  nephro¬ 
logy  and  transplant  surgery.  Because 
these  standards  are  already  published 
as  regulations,  they  are  not  repub¬ 
lished  here.  The  regulations  do  not  try 
to  encourage  any  particular  type  of 
dialysis  setting.  It  is  widely  recognized 
that  self-care  dialysis  can  significantly 
contain  costs  without  impairing  the 
quality  of  care  of  the  suitably  chosen 
patient.  The  organization  of  resources 
to  support  self-care  dialysis  is  there¬ 
fore  encouraged  to  the  maximum 
extent  practicable. 
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